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+0 SUSAN JENSEN, CDRH OFFICE OF COMPUANCE

@OM NORMAN L. BALLARD
.—

~E Enclosed Variance Application SubmitBl Clarification- WalI D[sney Theav@ Projea

~his is to clari& the enclosed submittal which includes a new variance application for Theabove—_

ilimI to utilize a version of my projector, as described herein, in a new musbl prodwxion.
:—
~iso included in the submittal is a redundant subminal listing rhe same prochxxion in an Light

Show Ncnifitition under my currem variance. I have taken this approach-use The

musical production is SCh8du16?dto begin public performances on November 12, with

full set up and rehearsal prior TOthat in early November. Since I myself andl or an assistant

paid by me WIIIbe revolved in operaring Ihe described laser effect in the early work on me.—
,’

production, and the cliem will nol make final paymem and a=urne ownership until afier the

production is underway, I had intended Ihe LSN under my variance 10be an m~erim.— .

step IO assure txxnpiiance in tie evem tha~~he issuance of an approvrx variance.~o my—~.

cliem annot be acheived by around Thebeginning of November and 10 therefore allow

preliminary ins~atlation work TOgo on in me meantime. I hope Ibis an appropriam approach,

Iwillgive you a followup c2N for your advice. Thank you for your con.mderarion of [his matter
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Ilormzm L.5allard -
RAREFIED MEDIA PRODUCTIONS
~ser Production Services
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APPLICATION FOR A tiARJANCE
1 !,,.,, l,, ..!,,, ! .4,,,!.,:.

DEPAE141E4ENT OF HEALTH AND nuMAld sERvICES
/ ,, ,, .... ,.,,,

FROM 21 CFR 10d~.ll(c) FOR A
.(,.,..9II,,..

PUBLIC HEALTH SERVICE LASER LIGHT SHOW, DISPLAY,
POCKET WUMEJER

FOOD *ND DRuG ADMl N!5Tfi I.TIDN
OR DEVICE

1 NMMEOF CO MPANr

WAIT III~~ TtiEAT RKU_fk9QucTIO~~ AIDA BROADWAY PRODUCTION
2 ADDRESS OF COMPMN I’ II,,,1,..A.{{I. < 1,/11I ,(/ { r , e., . $. ,...71 ,.k 1,.oh . ,,.,.! .,,, , ‘ ,!!,#l!, ., ., .,. , .-.

lL+50 BROADWAY SUITE 300 NEH YORK. N,Y, 10018
2 NAME AND TITLE OF RESPONSIBLE P~RSOm

—.

t TELSPh ONE NO II,, I,IIL .,.,. .!,III I $ D87E OF SUBM1551ON

NOKM.ANI t BAIIARD. EFFECT’STECH, 712-827-5L157

I

t
,
I

a LIST NMh E MNO,OR MODEL NUMBERI<IFDR TmE LASER LIGnTSfiOW{5) AN OPROJECTORiSI

BROADWAY PRo131JU
D PRODUCT FOR WHICH m VARIANCE IS 14EOUE5TED

k LASER DISOLAV OFUICF

A PROJECTOR FOR A La$XR LIGnT SHQV9

h LA5ER L(Gt?T SnC)W

OT”ER{>,.\vII~B SCEN ]C ELEMENT
PHoJEC1OR$ ARE INTENDED FOR 5ahE, LEASE OR LOAN TO OTHER
LASER LIGm7 SHOW PROOUCERS

c $’FIODUCT IS ImTENDEo FOR USE IN a

PWNETARIUM OR GTMEP 00ME PROJECTION 5TRuCTURE

7nsaTE8

r40TEuu OTEL BALLROOM OR MEETING ROOM

STORE DISPI.MTS

TRAPE show OR CON WENIION

DISCOTHEQUE OR m,GhT CLUE

PA WI LION

INDOOR AfWi N/I

OuTDOOfI Al16mIL

Musmld

OUT POOAI UNENCLOSED ARE.

oTn6R ,.,..,,,,

m PRODQCT IS INTENDEO TO HE uSEP

L AT ONLY ONE (,,.,,/) @Ca TtOW

E AT A VAR16T, OF,,,,,,, LOCSTION5
—
U OTtIER 1~,..,,) ___

8 LASER R4DIJ

LASER MEDIUM 84,. IIS, .,. ... ,
I

WAVE LEN
.— .-

71 ON Sc.iwc ELH3FNT .—.
1 PRODUCT IS IN! ENDED To BE u5E17 I.T .aN? O*E LOCATION

& WORET.AM,50s..S

~ MORE T.-. > f3uT mm MORE THG.N I, CJ*,S
—,

LESS TH*m 5 CAY5

g TOUR 15 lNTEN~E~ TO RUN FuR

~ hIoRE lnnm b MONTMZ

c’ 1+ MONTRS

~ LESS Tnmw 1 MONTH

~ NOT -PPLICABLE ...... .. ...

I- ‘3TAER {>/.., /.) —__

n PRODUCT UTILIZES Tr+E FO_LOv. !NG LASER EFFECTS

c
G
c
c
c’
B1

a
c
❑

c1
c1

FRoNT sCRECN PROJECTI~NS

FiEaR sCREEN FflOJECTIOm$

nOL.QGR.a P?rIC DISPLA, S

mULTIPLS REFLECTION IDIFFRSCTION EF$ECTS

AUDIENCE SCMNNING I II... .... !,.,,. . .. .........J..,,,, ,“, ,...,/.,, ,,,,, !../?,,,,,, ,,,,,, ,

REFLECTIONS FROM SI.TIONAFJY MIRI?OR5 OR MIRROREO SuflF-CE5

(fi,.x,,, bh<rg,,.. t

5TATIoN@R? IRPADIMTION OF ROTATING ❑ IRROR BALLS ETC

5CS+WNIN6 IRRs.DI~TIOh OF ROTMTING MIRROR WLL2 ETC

F18ER OPTIC P!20JECTION5

FOG SMOm E oF! oTm ER ZC+TTERING ENn APCEMENT EFFEcT5

OTHER[.,-..).) . .

ON LEWIS

‘MS [rim) I PEAK rnw ER , II ,,,,.,

APJio.N4QumL–___.– 4QQLr’1 ..~

——

i
2 IF .NY LASER R#OI.TIo W IS pUL5ED OR 5CAINNED GIVE THE PuLSE DLJRATIQN ANO RATE AN9 SCANNING FFIEOUENC! .wD aMPLITuDE

I

I N/A
L-------10RE.aSC)m FOB RECw ESr>mG vA$iIahCE

x,_. COMPLIANCE w!~n TITS L, PAIT5 OF :, CFF? ,O~Q !,(c J k.ou LD RESTRICT TnE !IYTEmDED USE PF THE PRODUCI aECau5E CrIMELImr. CE wOULD LlfAIT TmE ouT~L~

I ?OWEF? JO ‘“E EATENT T-*T THE DE WREO EFFECTS WOULD NOT BE SUFFICIEW’, .Y Vl!S,i3LE I
!—

oTw EF?Cd AdditiOnal EAPLAN.9rl(!N ,>,., .,,
I

!

L ._ . __.-l
FORM FDta 37Q7 (311371
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‘$5
NNER IN WHICH IT 15 pROP05ED To DEvIATE FROM THE REOUIf?Eh4ENTS OF THE APPLICABLE 5TANDARD

IT 1$ PROPOSED TO DEvIATE FRoM TtIE pR0~1510N5 oF 21 cFR 104O ll(CI IN THAT TME accessible EM!s5J~N LEVEL Wou LD Exc EED TmE
PCCESSJ6LE EMISSION LIMIT5 SPECIFIED IN 21 CFR 1040 11(c)

2 IT IS PROPOSED TO DEvlATS FROM THE PROVISION OF ‘?1 CFR 10W 11(c) AS FOLLOWS

12 ADVANTAGES To BE DERIvED FROM SUCH DEVIATION
~ ~ASER LIGHT SFIOWS AND DISPI,AYS ARE ACCEPTED POPUWR MEDIA IN ENTERTAINMENT AND THE ARTS uSE OF POWER LEVELS IN

ExCESS OF THE LIMITS IMPOSED 6Y .?1 CFR 1060 II(c) IS NECESSART TO ACHIEVE THE REQuIRED EFFECTS IN TwESE MEDla

: OTHER OR AoDITIONAL ADVANTAGES (a~w(be WIG CJAPIWI)

13 EXPLAIN THE ALTERNATE MEANs OF RADIATION PSoTECTIOI’J TO SE PRovIDED ICnack w man? bax6_6as WPPI, m (mm IA Ramwb> ‘ pz.vtv 4.! t,~~~z
—.

not cmcmd, w.mg dqlhowi mws as Wcmsaah S tam anv mm memi at radiuhm Pm=ctlm uw -Ill be usua I

I

I

ALL @sER PRODUCTS SYSTEMS. SHOWS. AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH ?I CFR 1040 In AND THE CONDI.
TIONS OF TrIIS VARIANCE AND WILL BE REPORTED AS REOUIRED BY 21 CFR 1002 Ii2 ANO 1C92.12 USING THE REPORT(NG GuIDES PRO
v!DED FOR SUCH PuRPOSE. THESE ACTIONS WILL BE Accomplished PRIOR TO ANY INTRODUCTION INTO COMMERCE

EFFECTS NOT SPECIFICALLY INDIC#TED IN THIs v~RI~IQcE APpLIcATIQr+ INILL NOT SE PERFORMEP NO OTHER EFFECTS WILL BE
ADCIED uruTK AN AMENDMENT TO THE VARIANCE fIAS BEEN OBTAINED AND THE REQu IREO REPORTS OR SUPPLEMENTS, AS
Applicable tiuVE BEEN SUBMITTED.

SCANIWNG, PROJECTION, Ofi REFLECTION OF IASER AND COLLATERAL RADI#TION (LIGHT SHOW RADIATIONI INTO AuOIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED ExCEPT FOR DIFFuSE REFLECTIONS PRO DUCEO BI TME ATMOSPHERE
ADC2ED ATMOSPn ERIC SC AVER!NG MEDIA, .4ND TARGET SCREENS

LASER RaOIATIOPI LEVELS IN ExCESS OF THE LIMITS OF C@5S I WILL NOT E3EPERMITTED AT ANY POINT LESS THAN 30 METER5 ABOVE

ANT suRFaCE UPON V#HICrI PERSONS OTHER THAN OPERATORS PERFORMERS. OR EMPLOYEES ARE PERMITTED 10 STAND OR ? 5
METERS BELOW OR IN LATERAL SEPARATION FROM ANT PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS

PERFORMERS, AND EMPLOYEES WILL NOT BE REQuIRED OR ALLOWEO TO VIEW RADIATION ASOVE TnE LIMITS OF CUSS I OR BE
EXPOSED To RADIATION &BovE THE LIMITS SPECIFIED IN 21 CFR 10401 l(c)

ANr PRODUCT VvnlCH REuES ON SCANNING TO MEET ACCESS, ExPOSURE, OR PRODUCT CLASS LIMITS WILL IN COR~RATE a SCANNING

SAFEGUARO SYSTEFAWHICH DIRECTLY sENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH To PRECLUDE ExCEF131NG

THE APPLICABLE LIMIT.

PLL USER LIGHT SMOws SMALL BE IJNDER THE DIRECT AND pERsONAL CONTROL OF TRAINED. COMPETENT OPERATOR(S) Tti E
OPERATOR(S) WILL. ,

II) IMMEDIATELY TCRMINATE THE EMMISSION Of LIGHT SNOW RAD)A710N w THE EvENT OF ANY UNSAFE CONDITION

{?) sE LocATEo WHERE ALL BEAM pATHs CAN BE DIRECTLT OeSERVED AT ALL TIMES: #ND

13) BE AN EMPLOYEE OF THE VARIANCE HOLDER wrIO WILL BE RE5~NSIBLE FOR THE TRAINING AND CONDUCT OF THE 0PER4ToR

TME M& NIAUM LASER PROJECTOR OUTPUT POWER WILL NOT ExcEEP THE LEVEL REQUIRED TO 06TAIN TnE INTEIvCMO EFFECTS

THE PROJECTION SYsTEM wE-, THE PBoJEcTOR AND ALL OTMER cOMPONENn uSED To PRODUCE THE @nTING EFFECTSI WILL BE
5ECURELY MOUNTEO oR IMMOEULIZEO To PREvENT UNINTENDED MOVEMENT OR MISALIGNMENT EIEAM LIMITERS WILL BE PROVIDED
AS AN (N HERENT PART OF THE SfSfEM DESIGN TO PRELIENT OVERFILLING OF SCREENS. BEAhI STOPS, TARGETS. ETC.

IA5ER PROJECTORS WII-L NoT SE DELIvERED TO ANY OTMER FAF?TY UNRER Ah AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAIJE A vaRIA?ICE IN EFFECT AT THE TIME OF DELIVERY TRAT PERMITS TnEM To

PRODUCE LASER LIGP4T 5mOwS INCORPORATING SuCn PROJECTOR

IN ADDITION TO THE REQuIREMENTS OF 21 CFR 1040 Tom), THE MANUFACTURER OF LASER PROJECTOR9STSTENYS WILL P170vIUE TO

PAPTIES WHO PuRCHASE. LEASE, OR SORROW THE EQuIPMENT ADEQuATE USERS INSTRUCTIONS FOR SAFE INSTALWTION AND
OPERATION AND WMICII ExPbAIN TnE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT Swow MANuFACTURER To
SUBMIT TriE REQuIRED REPORTS aNCI APPLY FOR ANO OBT.AIN A vARIANCE FROM CDRH PRiOR TO INTRODUCTION INTO COMMERCE OF
ANY &ER LIGHT Snob’Vs.

THE REOLJIREMENTS OF 27 CFR WU’.3OVNO) AND 12) WILL BE accomplished TM POuGm TnE uSE OF wf?I~EN PROCEDURES FOR SETup
ALIGNMENT, TESTING. AND Performance OF EACH SnOw. TmESE PROCEDURES WILL SE IN SUFFICIENT-DETAIL TO ENSURE COM-
PLIANCE wlTn 21 CFR 10AO.1O.?IIE CONDITIONS OF THIS VARIANCE, AND THE cONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDURES OEsCR@EP IN THE ANSI Z136.1 STANDARD FOR TrIE SAFE USE OF LASERS (AMERICAN NATIONAL 5TANOARDS INSTITUTE
l@Y BROADWAY. NEw YORK, NY 10018] OFI AN? OTHER EQUIVALENT uSER CONSENSUS STANDARD AND. WHERE Applicable, STATE OR
LOCAL REQUIREMENTS. LASER PADI#TION AREAS WH)CH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 2! CFR
IGAG.II(CI, WILL BE CLEARLY IO ENT{FIEO Bv THE POSTING OF WARNING SIGNS ANDIOR RESTRICTING ACCESS TnRouGn PHYSICAL

MEANS (SUCH AS PREsSURE SWITCHES. PHOTOCELLS. BARRIERS, GuARDS, ETC.). Tri ESE REQuIREMENTs APPLY TO TEMPORARY /IREAs
puCn AS DuRING SET*P AND ALIGNMENT PROCEOUFIES) AND TO FINAL OR PERMANENT AREAS TmE VARIANCE HOLDER WILL, RETAIN
THE RECORDS OF TnESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REOUIRED BY ?1 CFR 1M2 31. A COPY OF TfiE VARIANCE
APPLICATION, THE APPROVAL LKIT’ER, CURRENT PROCE13URES, AND RECORDS RELATING To EACH PARTICULAR SIIOW WILL BE WITPI
THE OPERAToR Ofl bTMER RESPONSIBLE INDIVIDUAL AND WILL BE MADE u.VAIIALE FOR INSPcCTIOt+ B7 FDA sND OTnER RESPON51-
13LE AUTHORITIES.

I

FORM FDA 3147 CVS~
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~ ADvANCE wRIITEN NOTIFICATION WILL SE MADE AS EARLY AS POS51BLE TO APPROPRIATE FEDERAL

STATE, AND LOCaL AuTh ORITES

PROVIDING S?iow ITINERARf wITtt DaTES aND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED AND A BASIC CESCRIPTICX oF
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MPXIMUM POWER OUTpUT INTENDED sucn ~~1’IFIcA~@Ns ‘ILL BE MUDC auT
r-JOT NECESSARILf BE LIMITED TO

,11 THE CENTER FOR DEvICES Ard D RADIOLOGICAL HEALTH, OFFICE OF COmplianCe (tIFz~12) 8757 GEORGIA AVE SILVER SPRING MD

20910 PROVIDING THE INITIAL AND CLOSING DaTEs FOR FIxED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS IN ARDL

T! ON, UNLESS ALL #5 PECTS OF EACH smow H8VE BEEN REPORTED AND THE .CCES510N NuMBERS CLEARLY REFERENCED EACH
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF E#CH SnOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SLIFFICIENT
OETAIL TO CONFIRM COMPLIANCE wlTh THE REGuLAT~oNs MND THIS vARIANc E

12) TRE FEtl ERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRs PACE el ANT TIME (1E INCLUDING sET LP
PLIGNMENT REn E~RS*LS, PERFORMANCES. ETC I IF THE FAP OBJECTS TO ANY LASER EFFECTs THE OBJECTIONS WILL EE RE
SOLVEil ANO ANT COhOITIONS REquESTED BY FAA WILL BE ADIIERED To IF TIIESE conditions cAN NOT BE MET THE ‘~BJEc
TIOPIAELE EFFECTS WILL BE DELETED FROM TrIE SMOW

(II STATE WNtY LOCsL RADIATION CONTROL OFFICESJAGENcIES FoR ALL ~F@wJS To BE pERFOR~~D WITHIN THEIR ‘“ R15DlCTlo Ns ALL
REQuIREMENTS OF STATE AND LOCAL LMW WILL BE SATISFIED AND ANY Objections Rals ED a~ LocaL AuTHORITIES WILL EE RE

SOLVED OR TME EFFECTS DELETED (LISTS OF FEDERAL AND STATE OFFICES ARE AvfdLa BLE FROM THE CENTER FOR DEWICES AND

RADIOLOGICAL II EALTM UPON REQUEST I

I

I
I WALT DISNEY THEATRICAL PRODUCTIONS, LTD PRODUCES BROADHAY SHOWS AND

REQUESTS THIS VARIANCE FOR THE PuRPOSE OF INCORPORATING LASER ~ISUAL

EFFECTS INTO CERTAIN PRODUCTIONS, PERFORMANCE OF SUCH EFFECTS WILI_

uTILIZE LASER DISPLAY EQUIPMENT PREvIOUSLY FILED uNDER MANUFACTURER

REPORT BY ONE OR MORE OF THE FO!.LOHING MANUFACTURERS:

LASER MEDIA, INC.
1MAc2E5 AND ILL LJMZtNATIONS
IMAGE ENGINEERING CORP.
LASER IUtI
PRECISION PROJECTION SYSTEMS
RAREFIED MEDIA PRODUCTIONS
LASER SYSTEMS DESIGN
LASER PRODUCTION NETWORK

INFORMATION OiV SPECIFIC EFFECTS PROPOSED TO BE uTILIZED TO FOLLOW AS A

SHOW REPORT INCLUDJNG Df)CKET NUMBER REFERENCE FOR PROJECTORS EMPLOYED,

1~
15 SIGNATURE ~ 16 NANE iTvKK or PrIml

/

17 TITLE

ggu ISPECIAL EFFECTS TECtiNICIAI
NORMAN L, BALI-ARD—. I

F RMFOA3147 (3187) w Us.G9wRNMmTF%IN27XG0FHCE.1987-18549 SF=9119 c+ 7m


